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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 26 January 2004 . 
2a)El This action is FINAL. 2b)\Z\ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) [K] Claim(s) 21-48 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) IEl Claim(s) 21-39 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Applicant's amendment filed on 26 January 2004 is acknowledged. Claims 21- 
48 are new. 

Election/Restrictions 

Newly submitted claims 40-48 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: the previously 
examined claims 1-20 were directed to product, more specifically "a functional oral 
preparation". Claims 40-48 are drawn to method of preventing colon cancer. If method 
of preventing colon cancer were presented before the first Office action on merits, then 
those claims would have been restricted as invention group II and claims directed at the 
product as invention group I because groups I and II do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the 
same or corresponding special technical features for the following reasons: PCT Rule 
13.2 and 37 C.F.R. 1 .475 define "special technical feature" as those technical features 
that define a contribution which each of the claimed inventions, considered as a whole, 
makes over the prior art. The special technical feature of the instant first claim i.e. an 
hydrolyzed product of sericin had been known in the art as the International Search 
Report indicated (see JP 1-256351, a copy provided in the International Search Report). 
Also see the art rejection of record in the prosecution history of the instant application. 

Thus, the unity between a product and method of using said product lacks unity 
under PCT Rule 13.2 and 37 C.F.R. 1.475. 
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A national stage application shall relate to one invention only or to a group of 
inventions so linked as to form a single general inventive concept. When claims to 
different categories are present in the application, the claims will be considered to have 
unity of invention if the claims are drawn only to one of the following combinations of 
categories: (1 ) A product and a process specially adapted for the manufacture of said 
product; (2) A product and a process of use of said product; (3) A product, a process 
specially adapted for the manufacture of the said product, and a use of the said product; 
(4) A process and an apparatus or means specifically designed for carrying out said 
process; or (5) A product, a process specially adapted for the manufacture of said 
product, and an apparatus or means specifically designed for carrying out said process. 
If multiple products, processes of manufacture or uses are claimed, the first invention of 
the category first mentioned in the claims of the application will be considered as the 
main invention in the claims, see PCT article 17(3) (a) and 1.476 (c), 37 C.F.R. 1.475(b) 
and (d). Group I will be the main invention. After that, all other products and methods 
will be broken out as separate groups (see 37 CFR 1 .475(d).) 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 40-48 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 
821.03. 

This application contains claims 40-48 drawn to an nonelected invention. 
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Claims 40-48 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

Claims 21-48 are pending. Claims 21-39 are under consideration. 



Claim Rejections - 35 USC § 102, Maintained 

The rejection under 35 U.S.C. 102(b) as being anticipated by JP 1-256351 (I989, 
IDS) is now applied to new claims 21-39 and maintained. 

Claims 21-39 are interpreted as drawn to composition suitable for oral 
administration comprising water-soluble sericin mixture per se. Note claim construction 
of claim 39; it is written in Markush language. 

Applicant argues that: JP 1-256351 is directed to producing food extremely soft 
and pleasant to the plate by adding drink to an aqueous solution of silk fibroin and 
sericin and then gelling the silk fibroin and sericin; sericin and a beverage, where the 
sericin used in the claimed invention are water-soluble, not gels; the present invention is 
a preparation for preventing colon cancer. 

The arguments have been fully considered but found unpersuasive because an 
aqueous solution of silk fibroin and sericin is same as water-soluble sericin. In 
other words, sericin in a beverage is a water-soluble sericin. JP 1-256351 teaches 
getting to a gel form from water-soluble sericin mixture. Sericin mixture is mixed with 
juice and so forth, ..then arrive at gel form. JP 1-256351 (English abstract) teaches 
composition suitable for oral administration comprising sericin derived from silkworm 
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cocoons or raw silk. As stated in the previous Office action, the intended use is not 
given patentable weight for purposes of comparing the claims with the prior art. The 
claims read on the composition perse, whose main ingredient is sericin mixture from 
silkworm cocoons or thread. The Office does not have the facilities and resources to 
provide the factual evidence needed in order to establish that the composition of the 
prior art does not possess the same material, structural and functional characteristics of 
the instantly claimed composition. In the absence of evidence to the contrary, the 
burden is on the applicant to prove that the claimed composition is different from those 
taught by the prior art and to establish patentable differences. See In re Best 562F.2d 
1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray 10 USPQ 2d 1922 (PTO Bd. 
Pat. App. & Int. 1989JP 1-256351 thus anticipates the instantly claimed invention. 

The rejection under 35 U.S.C. 102(e) as being anticipated by US Pat. 6,165,982 
(Yamada et al) is applied to new claims 21- 39 and maintained. 

Claims 21-39 are interpreted as drawn to composition suitable for oral 
administration comprising water-soluble sericin mixture per se. Note claim construction 
of claim 39; it is written in Markush language. Claims 31-38 are included in this 
rejection because the Office's interprets of claim 31 as drawn to composition comprising 
(1) water-soluble sericin, (2) its hydrolyzed (3) product and mixtures thereof, or (4) a 
mineral mix. Markush group recites members as being "selected from the group 
consisting of A, B, and C". See claims rejection under 1 12, second paragraph for 
further details on this matter. 
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Applicant argues that Yamada et al are explicitly directed to inhibition tyrosinase 
activity; treatment of the gastrointestinal aliments by the claimed invention herein is not 
disclosed in Yamada et al. The argument has been fully considered but found 
unpersuasive because the claims are interpreted as drawn to composition suitable for 
oral administration comprising sericin derived from silkworm cocoons or raw silk and the 
intended use is not given patentable weight for purposes of comparing the claims with 
the prior art. The claims read on the composition perse, whose main ingredient is 
sericin mixture from silkworm cocoons or thread. The Office does not have the facilities 
and resources to provide the factual evidence needed in order to establish that the 
composition of the prior art does not possess the same material, structural and 
functional characteristics of the instantly claimed composition. In the absence of 
evidence to the contrary, the burden is on the applicant to prove that the claimed 
composition is different from those taught by the prior art and to establish patentable 
differences. See In re Best 562F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte 
Gray 10 USPQ 2d 1922 (PTO Bd. Pat. App. & Int. 1989JP 1-256351 thus anticipates 
the instantly claimed invention. 

US Pat. 6,165,982 teaches composition suitable for oral administration 
comprising sericin derived from silkworm cocoons or raw silk. See columns 4-6, and 
claims 4-15. 

Claim Rejections - 35 USC § 103, Withdrawn 

The rejection of Claims under 35 U.S.C. 103(a) as being unpatentable over either 
JP 1-256351 or US Pat. 6,165,982 in view of either Vargas et al (1992, Cancer, vol. 70, 
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5 Suppl, pages 1229-35 Abstract only) or Alberts et al (1997, Cancer Epidemiol 
Biomarkers Prev. vol. 6, pages 161-9) is withdrawn in view of the amendment. The 
rejected claims are now cancelled and they no longer exist. The rejection of record 
under 35 U.S.C. 103(a) is not applicable to the new claims. 

The Following Are New Grounds of Rejection 
Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 31-39 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 31-38 are indefinite for being in improper Markush format. MPEP 
2173.05(h)) states that proper Markush group recites members as being "selected from 
the group consisting of A, B, and C". Claim 31 uses Markush group format for claim 
construction. It is not clear whether (1) water-soluble sericin, (2) its hydrolyzed (3) 
product and mixtures thereof, and (4) a mineral mix are all alternative species that 
belong to "at least one ingredient". 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne C Eyler can be reached on 571-272-0871. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://patr-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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